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Reasons for Revising
NUREG/BR-0058
Last revision issued July 2000 (Revision 3).

Treatment of individual requirements in a
regulatory analysis.

Treatment of uncertainties in a regulatory
analysis.

Conformance with OMB'’s Circular A-4.



Role of SECY-04-0045
(March 17, 2004)

Sought Commission approval to:

 Publish the final criteria for the treatment of
individual requirements in the Federal
Register (69 FR 29187) May 21, 2004.

* Issue NUREG/BR-0058, Rev. 4 incorporating:

— The final criteria for the treatment of individual
requirements,

— The treatment of uncertainties in a regulatory
analysis, as earlier approved by the Commission,
and

— OMB Circular A-4.



Treatment of Individual

Requirements or “Bundling”

« The Commission and others have raised the
issue of the “bundling” of individual
requirements into a single rule, e.g.

— Risk-Informed Changes to 10 CFR 50.44
(Combustible Gas Control)

— Rule Amending the Fitness-for-Duty Requirements.

« “Bundling” is the aggregation of different
requirements within a regulatory analysis that
results in a particular requirement appearing
to be cost-beneficial, when it isn’t, i.e., the net
benefit from one requirement could
potentially mask the inclusion of an individual

requirement that is not cost-justified.
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Final Criteria

« If an individual requirement is “necessary” (i.e., it is
needed in order to meet the objectives of the rule or
maintain consistency with Commission policies), it
does not need to be analyzed separately.

 If an individual requirement is supportive but not
necessary, it should be included only if it makes the
bundled initiative more cost-beneficial.

« If an individual requirement is unrelated to the
overall regulatory initiative, it should be included
only if it makes the bundled initiative more cost-
beneficial and it passes the backfit test, if applicable.



Final Criteria
(cont.)

* Detailed disaggregation is only appropriate if
it produces substantively different
alternatives with potentially meaningful
implications on the cost-benefit results.

 If an individual requirement in a voluntary
rule is justifiable under backfit criteria, NRC
should consider imposing this as a
mandatory backfit.

« Specific guidance is also provided on
backfitting related to ASME codes.



OMB on the Treatment of
Uncertainties

OMB oversees guidance to Federal Agencies on
regulatory actions.

A key component in regulatory decisions and one
OMB provided explicit guidance on is
“uncertainties.”

OMB guidance contained in “Guidelines for Ensuring
and Maximizing the Quality, Objectivity, Utility, and
Integrity of Information Disseminated by Federal
Agencies; Republication” (67 FR 8452) Feb. 22, 2002.

OMB guidance states that analyses need to consider
uncertainty in the context of quantifying risk and to
communicate those findings to the public.



Criteria for the Treatment of
Uncertainties

A full discussion of uncertainties needs to be
presented in the regulatory analysis.

* Incorporate certain language from the Safe
Drinking Water Act in order to remove any
ambiguity concerning what needs to be
considered and presented. (Handout of
revised Sections 4 and 6 of the Guidelines
will be provided.)



NRC Guidance on Uncertainty

« Use common sense.

* Detail and breadth should be commensurate
with the overall policy significance,
complexity, level of controversy, and
perceived importance of the
recommendation.

 Use and discuss the best available peer-
reviewed studies and data collected by

accepted or best available methods.



Differences between Uncertainty

and Sensitivity Analyses
Uncertainty Analysis

« Attempts to describe the likelihood for different size
variations and tends to be more formalized than
sensitivity analysis. Explicitly quantifies the
uncertainties and their relative magnitudes, but
requires probability distributions for each of the
random variables.

« Use when there is data uncertainty for population
variation and value imprecision. For variation from
one accident to another when analyzing frequency
and consequence uncertainty.
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Differences between the Analyses
(cont.)

Sensitivity analysis

« Generally more straightforward than uncertainty
analysis, requiring only the separate (simpler) or
simultaneous (more complex) changing of one or
more of the inputs.

 Usually used when there is: analyst uncertainty,
modeling uncertainty, completeness uncertainty,
interpretation uncertainty, and frequency and
consequence uncertainty when there exists limited
knowledge of the data, models, and completeness.
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OMB Circular A-4
(September 17, 2003)

* Provides guidance to Federal agencies on the
development of regulatory analyses.

 As an independent agency, NRC analyses are not
subject to OMB oversight, but NRC attaches
importance to OMB positions because OMB views
constitute the latest thinking on the subject.

« NRC staff has identified 6 areas that need to be
addressed in Section 4 of the Guidelines to conform
with the changes in OMB Circular A-4, i.e., openness
and transparency, minimum quality standards,
market failure and externalities, the baseline case,
threshold analysis, and the use of both a 3 percent
and 7 percent real discount rate.
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OMB Circular A4

(cont.)

« OMB’s guidance is also consistent with
that approved by the Commission on
“Bundling” and uncertainty.

13



Legislative and Procedural Requirements

for Different Regulatory Actions

Requlator Backfit Nat'l Technology Paperwork
Agal Sisy el Transfer and NEPA Reduction | RegFlex | SBREFA
y Advancement Act Act
Rulemaking Plan X X X X X X X
9 (NRR only)
ANPR
Proposed Rule X X X X X X
Final Rule X X X X X
Direct Final Rule X X X X X
Bulletins X ) & X X X X
Generic Letters X ) & X X X X
Regulatory X X X X X X
Guides
Orders X X X
Standard Review X X! X X X
Plans
Branch Tgchnlcal X X! X X X
Positions
Standard
Technical X X X X X X
Specifications
[1] These actions do not legally require backfits, however, CRGR has indicated that backfit analyses should 14

ordinarily be added as if these regulatory vehicles are legally binding (i.e., "imposed").
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